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COUNCIL  ON  ENVIRONMENTAL 
QUALITY 

Toxic  Substances  Strategy  Committee 
Report  to  the  President 

August  13, 1979. 

action:  Request  for  Comments  on  the 
Report  to  the  President  by  the  Toxic 
Substances  Strategy  Committee. 

SUMMARY:  The  Toxic  Substances 
Strategy  Committee  (TSSC),  an 
interagency  committee  established  by 
the  Council  on  Environmental  Quality  at 
the  direction  of  the  President,  has 
prepared  a  draft  of  its  Report  to  the 
President.  This  Report  presents  the 
findings,  policy  considerations,  and 
tentative  recommendations  reached  by 
the  TSSC  in  its  deliberations  and  study 
which  began  in  October  1977.  The  draft 
is  being  issued  for  review  and  comment 
so  that  the  final  Report  to  the  President 
may  reflect  the  full  range  of  public 
comments  and  concerns. 

The  Report  contains  six  substantive 
chapters;  Federal  Chemical  Information 
Systems;  the  Treatment  of  Confidential 
Information:  Research  Activities  That 
Support  Regulation;  Response  to 
Chemical  Emergencies;  Regulatory 
Programs  and  Their  Coordination; 
Cancer  and  Carcinogens:  Preventive 
Policy;  and  International  Issues.  The 
Executive  Summary  for  the  ZOO-page 
Report  appears  below. 

Comments  are  sought  and  encouraged 
on  all  issues  and  recommendations 
addressed  in  the  draft  Report. 

It  should  be  stressed  that  the  findings 
and  recommendations  contained  in  the 
draft  Report,  while  carefully  developed 
and  debated  within  the  TSSC,  do  not 
necessarily  represent  the  final  views  of 
the  individual  agencies  participating  in 
this  effort.  The  public  comments 
received,  along  with  additional  agency 
review  of  the  draft,  will  assist  the 
several  agencies  in  formulating  their 
final  recommendations  to  the  President, 

DATE:  Comments  on  the  draft  Report 
must  be  received  by  September  30, 1979. 

ADDRESS:  Requests  for  the  report  should 
be  addressed  to  the  Public  Information 
Office  (TSSC-Report),  Council  on 
Environmental  Quality,  Executive  Office 
of  the  President,  722  Jackson  Place, 

N.W.,  Washington,  D.C.  20006. 

Comments  or  requests  for  futher 
information  should  be  directed  to: 

Robert  B.  Nicholas,  Senior  Staff  member 
for  Environmental  Health  and  Toxic 
Substances,  Council  on  Environmental 
Quality,  722  Jackson  Place,  N.W., 


Washington,  D.C.  20006.  Telephone: 

(202)  395-4980. 

Gus  Speth, 

Chairman,  Council  on  Environmental  Quality 
(Chairman,  Toxic  Subetanoes  Strategy 
Committee). 

Executive  Summary 

Purpose  of  the  Toxic  Substanoas 
Strategy  Committee  and  This  Report 

The  vastly  increased  production  and 
use  of  chemicals  and  chemical  products 
since  World  War  II  and  their 
pervasiveness  in  our  surroundings  have 
led  to  growing  concern  over  their  effects 
on  human  health  and  the  environment. 
Initially,  the  Federal  Government 
engaged  primarily  in  ad  hoc  reactions  to 
major  incidents  or  discovery  of 
widespread  damage.  Increasingly, 
however,  it  is  moving  toward  a  more 
deliberate  and  comprehensive  effort 
with  prevention  as  the  major  control 
strategy.  President  Carter  is  committed 
to  such  a  strategy,  and  legislation  now 
provides  regulatory  tools  for  reducing  or 
eliminating  the  hazards  posed  by  toxic 
substances  from  before  commercial 
production  until  after  disposal. 

This  comprehensive  control  effort 
requires  increased  knowledge  about  the 
chemicals  in  commerce,  including  their 
mixtures,  byproducts,  uses,  persistence 
and  fate  in  the  environment,  and  the 
possible  effects  of  exposure  on  humans, 
plants,  animals,  and  ecosystems. 
Equally  important  is  improvement  in 
ways  of  minimizing  the  risks  posed  by 
the  much  smaller  number  of  these 
substances  that  are  hazardous. 

President  Carter  recognized  the 
extraordinary  effort  that  is  required  to 
address  toxic  substances  problems  and 
to  respond  to  the  mandates  of  recent 
legislation.  In  his  Environmental 
Message  of  May  23, 1977,  he  instructed 
the  Council  on  Environmental  Quality 
(CEQ)  to  develop  and  interagency 
program  to  eliminate  overlaps  and  fill 
gaps  in  collection  of  data  on  toxic 
chemicals  and  to  coordinate  federal 
research  and  regulatory  activities 
affecting  them. 

The  Toxic  Substances  Strategy 
Committee  (TSSC)  was  formed  in 
response.  It  includes  representatives  of 
all  federal  departments  and  agencies 
with  major  policy,  research,  or 
regulatory  responsibilities  relating  to 
control  of  potentially  hazardous 
chemicals.  The  Committee  has 
evaluated  the  adequacy  and 
appropriateness  of  current  federal 
activities  relating  to  toxic  substances, 
including  those  of  its  own  member 
agencies  and  other  interagency  groups 
such  as  the  Interagency  Regulatory 


Liaison  Group,  the  National  Toxicology 
Program,  and  the  Interagency  Toxic 
Substances  Data  Committee. 

The  TSSC  focused  on  several  study 
areas  related  to  research,  data  and 
information,  and  prevention  and  control 
strategies  that  could  be  addressed 
fruitfully  in  a  short  time.  Other  concerns 
were  excluded  from  consideration  as  a 
matter  of  practicality  and  in  recognition 
of  special  considerations  pertaining  to 
the  excluded  subjects  thdt  are  not 
applicable  to  other  aspects  of  toxic 
substances  control.  Thus  cancer  was 
given  more  attention  than  other  health 
effects,  for  example;  and  regulatory 
approaches  to  toxic  substances  control 
were  given  more  immediate  attention 
than  voluntary  or  educational  measures. 
The  TSSC  also  excluded  concerns 
relating  exclusively  to  radiation 
hazards,  physical  safety  hazards, 
nutrition,  tobacco,  and  alcohol. 

Following  transmittal  of  this  report  to 
the  President,  the  TSSC  will  continue 
long  enough  to  initiate  planning  for 
individual  agencies  and  interagency 
groups  to  implement  the 
recommendations. 

The  Toxic  Substances  Problem  (Chapter 

I) 

Most  chemicals,  chemical  mixtures, 
and  chemical  products  are  relatively 
harmless  under  safe  and  normal 
conditions  of  use  and  exposure.  Most 
are  extremely  beneficial  and  modern 
society  has  come  to  depend  upon  them. 
But  the  result  is  extensive  exposure  to 
chemical  substances,  including  those 
whose  effects  on  human  health  and 
environment  are  often  detrimental. 

Human  exposure  to  toxic  substances  ’ 
may  occur  through  air,  water,  and 
terrestrial  pollution;  through  pesticides, 
foods  and  food  additives,  drugs, 
cosmetics,  consumer  products, 
workplace  conditions,  waste  disposal, 
and  accidents.  Human  health  effects 
include  cancer,  birth  and  other 
reproductive  anomalies,  neurological 
and  behavioral  disorders,  kidney 
damage,  lung  and  heart  disease,  acute 
and  chronic  skin  disease,  acute 
poisoning,  and  many  others. 

Perhaps  the  most  serious  source  of 
human  exposure  to  toxic  chemicals  is 


•"Toxic"  is  a  relative  term.  The  effects  of  any 
chemical  substance  or  mixture  depend  not  only  on 
its  composition  and  basic  properties  but  also  on 
dosage,  route  and  conditions  of  exposure, 
susceptibility  of  the  organism  exposed,  and  other 
factors.  It  is  therefore  impossible  to  categorize  all 
chemical  substances  as  "toxic"  and  "non-toxic,” 
although  some  are  more  toxic  than  others  during 
normal  conditions  of  use  and  exposure,  and  some 
are  generally  innocuous.  In  this  report  "toxic 
substances”  is  not  intended  to  be  a  scientifically 
precise  term  but  to  encompass  the  principal 
concerns  of  the  federal  activities  here  addressed. 
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the  workplace.  More  than  100,000 
workers  are  believed  to  die  each  year  as 
a  result  of  physical  and  chemical 
hazards  at  work,  but  the  magnitude  of 
the  long-term  health  effects  of 
occupational  conditions  is  unknown. 
Occupational  exposure  to  carcinogens  is 
a  factor  in  an  estimated  20  to  38  percent 
of  all  cases  of  cancer.  An  unknown 
number  of  persons  are  at  risk  because  of 
hazardous  chemicals  seeping  into  water 
supplies  from  the  thousands  of 
hazardous  waste  dump  sites  across  the 
nation,  and  because  of  many  other  types 
of  exposure,  from  cosmetics  to  breakfast 
food. 

The  magnitude  of  the  toxic  substances 
control  problem  is  almost  overpowering 
in  view  of  the  number  of  substances 
whose  risks  should  be  evaluated,  the 
rate  of  growth  in  both  niunber  and 
volume  of  chemicals,  the  various  routes 
by  which  humans  and  the  environment 
are  exposed,  possible  synergistic  or 
combined  effects  among  the  substances, 
and  the  effects  that  they  cause-acute 
and  chronic,  immediate  and  delayed. 

More  than  43,000  chemical  substances 
are  listed  by  the  Environmental 
Protection  Agency  (EPA)  in  its  initial 
inventory  of  substances  that  are 
produced  commercially  in  significant 
amounts  and  that  are  subject  to 
regulation  under  the  Toxic  Substances 
Control  Act  of  1976  (TSCA).  This  does 
not  include  chemical  mixtures  and 
foods,  drugs,  cosmestics,  pesticides  and 
other  substances  not  subject  to  TSCA. 
Years  of  research  can  be  required  to 
determine  if  a  particular  substance  is 
hazardous. 

Consideration  of  which  hazards  to 
control  and  how  and  when  to  control 
them  requires  difficult  judgments  about 
relative  risks  and  about  the  costs  and 
benefits  of  control — judgments  that 
involve  complex  health,  environmental, 
social,  economic,  technological,  and 
legal  factors.  Many  of  the  relevant 
factors  cannot  be  estimated  with 
certainty,  and  often  an  objective  and 
commonly  agreed  upon  method  for 
considering  them  is  not  available. 

The  personnel,  equipment,  and 
financial  resources  that  are  available 
.  both  publicly  and  privately  for  toxic 
substances  control  (including  research, 
testing,  monitoring,  information 
exchange,  control  programs,  and 
response  to  emergencies)  are  small  in 
relation  to  the  job  to  be  done.  Until 
recently,  nearly  everj'one  seems  to  have 
underestimated  the  magnitude  of  the 
research,  data,  regulatory,  and 
enforcement  tasks  involved. 

In  response  to  growing  concern  over 
toxic  substances  problems.  Congress 
has  enacted  over  two  dozen  regulatory 


statutes,  covering  the  various  means  by 
which  toxic  chemicals  can  threaten 
human  health  and  the  environment.  The 
laws  are  administered  primarily  by  six 
agencies.^  The  existence  of  these  laws 
reflects  society’s  conclusion  that  the 
unregulated  market  does  not  adequately 
protect  human  health  and  the 
environment  from  potential  hazards 
from  chemical  substances,  especially 
when  the  hazards  are  subtle,  chronic  or 
delayed. 

The  Toxic  Substances  Strategy 
Committee  has  consluded  that  the  basic 
approach  and  structure  of  these  laws 
are  sound.  Particularly  appropriate  is 
their  preventive  approach.  Prevention  is 
the  key  to  controlling  diseases  and 
environmental  problems  caused  by  toxic 
chemicals.  Public  health  and  the 
environment  will  be  adequately 
protected  from  chemical  hazards  only 
with  the  direct  government  action  to 
regulate  releases  and  exposures.  Most  of 
the  statutes  employ  a  precautionary 
principle,  mandating  action  to  limit 
exposure  to  a  potentially  hazardous 
substance  when  evidence  of  the  hazard 
is  convincingly  suggestive,  but  not 
completely  certain. 

However,  implementation  of  these 
laws  has  been  slow.  Measured  against 
‘the  need,  the  handful  of  chemicals 
regulated  to  date  have  been 
disappointingly  small.  Budgetary 
support  for  federal  toxic  substances 
control  recently  increased,  expecially 
for  implementation  of  TSCA. 
Nevertheless,  EPA’s  Office  of  Toxic 
Substances  does  not  expect  to  catch  up 
with  the  b&cklog  of  existing  hazards  for 
many  years,  and  some  new  hazards  may 
enter  the  market  despite  the  screening 
process  established  under  TSCA. 

Despite  these  limitations,  many  past 
problems  are  being  overcome, 
particularly  in  regard  to  interagency 
coordination.  Many  steps  have  recently 
been  taken  by  individual  agencies  and 
interagency  groups  to  increase  the 
information  base  and  to  make  better  use 
of  and  disseminate  available  data,  to 
coordinate  the  testing  of  chemicals,  to 
increase  the  pace  and  consistency  of 
risk  assessment  and  of  regulatory 
activities,  to  cooperate  actively  in 
chemical  emergencies,  to  exchange 
information  with  industry  and 
nonfederal  groups,  and  to  pursue 
international  goals  for  global  toxic 
sustances  control. 


’Environmental  Protection  Agency  (EPA).  the 
Occupational  Safety  and  Health  Administration 
(OSHA),  the  Consumer  Product  Safety  Commission 
(CPSC),  the  Food  and  Drug  Administration  (FDA), 
the  Food.  Safety  and  Quality  Service  of  the 
Department  of  Agriculture,  and  the  Department  of 
Transportation  (DOT). 


A  summary  of  the  major  findings  and 
recommendations  contained  in  the 
report  follows. 

Federal  Chemical  Information  Systems 
(Chapter  II) 

Federal  toxic  substances  control 
would  be  facilitated  by  an  integrated 
network  of  chemical  data  systems 
serving  the  information  needs  of  all  the 
agencies.  Such  a  system  does  not  now 
exist.  At  present,  the  many  agencies 
involved  with  toxic  substances  use  over 
220  independent  data  systems,  all 
organized  differently,  ranging  from 
computer  systems  to  simple  manual 
files.  An  integrated  data  network  could 
be  used  to  reduce  duplicative 
information  gathering  and  some  delays 
in  decisionmaking.  It  would  be  useful  to 
states,  industry,  public  interest  groups, 
international  organizations,  and  foreign 
governments,  as  well  as  to  federal 
agencies. 

Federal  agencies  are  also  hampered 
by  the  lack  of  a  common  means  of 
identifying  chemicals  and  chemical  uses. 
Chemicals  are  identified  in  different 
files  and  publications  using  chemical 
structure,  various  types  of  chemical 
nomenclature  or  numbering  systems, 
and  common  or  generic  names. 

Another  important  information  need  is 
assurance  of  the  reliability  of  physical 
and  chemical  data  contained  in  the 
numerous  data  systems,  especially  when 
these  are  to  be  linked  in  a  network. 

Several  interagency  groups  are 
addressing  these  problems.  The 
Interagency  Toxic  Substances  Data 
Committee,  the  major  forum  for  tliese 
activities,  was  formed  in  February  1978 
and  is  now  coordinating  development 
and  implementation  of  a  Chemical 
Substances  Information  Network 
(CSIN).  The  CSIN  will  be  a  loosely 
coupled  network  of  data  bases  relating 
to  chemicals,  their  production,  uses,  fate 
and  transport  in  the  environment,  and 
effects. 

Part  of  CSIN  is  expected  to  be 
operational  next  year,  and  other  major 
components  will  be  available  in  2-5 
years.  Nevertheless,  many  complex 
technical,  financial,  administrative,  and 
policy  details  have  yet  to  be  w'orked  out. 
Even  with  the  most  diligent  development 
by  the  Data  Committee  and  the 
agencies,  it  may  take  10  years  for  CSIN 
to  be  fully  operational. 

The  TSSC  places  great  importance  on 
continuing  the  recently  established 
interagency  coordination  mechanisms 
relating  to  chemical  information.  It 
considers  the  vigorous  development  of 
CSIN  by  the  Interagency  Toxic 
Substances  Data  Committee  to  be 
crucial  and  urges  that  CSIN  continue  to 
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receive  high  priority  and  adequate 
support  from  all  the  agencies  concerned. 

The  best  means  for  identifying 
chemical  substances  unambiguously 
appears  to  be  to  assign  a  unique  number 
to  each  unique  chemical  structure.  The 
Data  Committee  recommended,  and  the 
TSSC  strongly  endorses,  expanded  use 
of  a  computerized  numbering  system 
maintained  by  the  Chemical  Abstracts 
Service  (CAS),  a  service  of  the 
American  Chemical  Society.  Federal 
agencies  concerned  with  toxic 
substances  should  be  required  to  use  the 
CAS  ntimbering  system  as  the  identifier 
in  their  files  and  proceedings,  either  as 
the  sole  identifier  or  by  cross-reference. 

The  TSSC  further  recommends  that 
EPA  expedite  completion  of  a  Chemical 
Use  Classification  System  and  IRLG, 
completion  of  a  Chemical  Regulations 
and  Guidelines  System  (to  provide 
infomiation  on  federal,  state,  foreign, 
and  international  regulations  and 
standards  affecting  particular 
chemicals).  The  National  Bureau  of 
Standards  should  be  lead  agency  in 
establishing  standards  for  physical  and 
chemical  data  and  taking  other  steps  to 
promote  data  reliability.  Finally,  the 
IRLG  should  investigate  the  feasibility 
of  monitoring  scientific  literature  in  an 
organized  way  for  evidence  of  new  or 
previously  unrecognized  toxic  chemical 
problems. 

The  Treatment  of  Confidential 
Information  (Chapter  III) 

Treatment  of  trade  secrets  and 
confidential  commercial  or  financial 
information  obtained  in  connection  with 
toxic  substances  control  programs  has 
emerged  in  the  mid-1970’8  as  a  major 
policy  controversy.  The  controversy  is 
the  product  of  tension  between  two 
opposing  interests,  both  recognized  by 
Congress. 

On  the  one  hand,  regulatory  agencies 
need  to  collect,  share  and  make  public 
much  scientific,  technical,  and  economic 
information  in  order  to  make  and 
explain  sound  control  decisions.  On  the 
other  hand,  the  toxic  substances  laws 
and  certain  general  statutes  such  as  the 
Federal  Criminal  Code  and  the  Freedom 
of  Information  Act  recognize  that 
businesses  have  legitimate  interests  in 
keeping  valuable  information  secret 
from  competitors.  Current  federal  laws 
generally  provide  agencies  with  the 
capability  to  obtain  the  information 
needed  but  because  of  inconsistencies 
and  gaps  do  not  adequately 
accommodate  this  conflict  between  the 
public  right  to  know  and  the  business 
need  to  protect  valuable  trade  secrets. 
The  conflicts  arise  over  how  far  these 
rights  should  go.  For  example,  most 


environmental  and  health  laws  permit 
public  disclosure  of  confidential 
information  when  it  is  "relevant”  in  a 
regulatory  proceeding.  However, 
agencies’  policies  differ  on  when,  to 
whom,  and  under  what  circumstances 
data  should  be  disclosed,  and  on  what 
precautions  to  employ  to  prevent  further 
unauthorized  disclosure.  The  laws  also 
vary  as  to  whether  confidential  data 
may  be  shared  with  other  agencies 
involved  in  toxic  substances  programs 
and  as  to  whether  such  data  may  be 
disclosed  to  contractors  which  are 
helping  an  agency  assess  a  toxic 
substances  problem. 

Current  federal  laws  generally  do  not 
permit  agencies  to  share  confidential 
information  with  state  regulators, 
despite  their  major  responsibilities  for 
protecting  public  health.  Nor  do  the  laws 
generally  allow  citizens  access  to 
confidential  information  concerning 
chemical  hazards  to  which  they  may  be 
personally  exposed,  on  the  job  or 
elsewhere.  Other  laws  impede 
epidemiological  research  by  protecting 
the  confidentiality  of  medical  records. 
Finally,  different  rules  and  procedures 
apply  in  different  agencies  and  under 
different  statutes  not  just  with  regard  to 
how  to  treat  confidential  data,  but  in 
regard  to  whether  or  not  information 
should  be  classified  as  confidential  in 
the  first  place. 

The  Toxic  Substances  Strategy 
Committee  established  the 
Subcommittee  on  Trade  Secrets  and 
Data  Confidentiality  to  consider  these 
problems.  The  Subcommittee  examined 
the  confidentiality  provisions  of  14 
major  toxic  substances  control  statutes 
to  determine  their  approaches  to 
interagency  data  sharing,  sharing  of 
data  with  contractors,  public  disclosure 
of  confidential  health,  safety,  and 
efficacy  data,  and  disclosure  of 
confidential  information  in 
administrative  proceedings.  The 
Subcommittee’s  findings  and 
conclusions  are: 

•  Interagency  sharing  of  confidential 
data.  Interagency  sharing  of  confidential 
data  will  facilitate  research  and 
regulatory  action,  eliminate  duplicative 
efforts,  and  increase  agency  access  to 
necessary  information. 

Inadvertent  disclosure  resulting  from 
interagency  sharing,  a  problem  of 
concern  to  industry,  can  be  prevented 
through  employing  security  measures. 
Models  for  ensuring  adequate  security 
have  been  developed  by  EPA  and  the 
IRLG.  The  TSSC  recommends  that  the 
Interagency  Toxic  Substances  Data 
Committee  prepare  legislation  to  remove 
barriers  to  sharing  of  confidential  data 
between  health  and  environmental 


agencies.  The  legislation  should  provide 
for  security  of  the  data  transferred, 
impose  penalties  for  the  unauthorized 
disclosure  of  confidential  data,  and 
establish  transfer  procedures  which 
include  at  least  10  days  notice  to  the 
data  submitter  prior  to  transfer. 

•  Sharing  of  confidential  data  with 
agency  contractors.  Sharing  of 
confidential  data  with  expert 
contractors  is  essential  for  efficient 
agency  implementation  of  health  and 
environmental  protection  laws.  The 
Interagency  Toxic  Substances  Data 
Committee  in  consultation  with  the 
affected  agencies  should  propose 
legislation  permitting  such  sharing  for 
all  relevant  agencies  similar  to  the 
authority  contained  in  TSCA  and 
FIFRA.  The  legislation  should  require 
adoption  of  security  procedures  and 
penalties  similar  to  those  discussed  in 
terms  of  interagency  sharing  in  order  to 
protect  against  inadvertent  disclosure 
and  other  misuse  of  data.  Procedures 
already  in  use  by  some  agencies  should 
be  uniformly  adopted  to  prevent 
possible  misuse  of  data  because  of 
conflicts  of  interest. 

•  Disclosing  health,  safety,  and 
efficacy  information.  The  public’s  strong 
interest  in  (1)  obtaining  information  on 
potentially  toxic  chemicals  in  products, 
in  the  workplace,  and  the  environment 
in  order  to  balance  the  benefits  of 
exposure  to  substances  against  the  risks 
in  their  own  daily  lives,  and  (2) 
participating  in  and  reviewing 
government  decisions,  favors  routine 
disclosure  of  health,  safety,  and  efficacy 
data.  Routine  disclosure  of  this 
information  could  also  be  of  substantial 
value  to  the  scientific  community 
because  it  assures  peer  review  of  test 
methods  and  data,  reduces  needless 
duplication  of  research,  and  advances 
scientific  knowledge.  However,  health, 
safety,  and  efficacy  data  may  represent 
a  substantial  investment  end  provide  a 
competitive  edge,  particularly  when  the 
data  have  been  produced  to  satisfy  a 
premarket  license  requirement.  Routine 
disclosure  of  such  data  could  discourage 
innovation  and  competition.  'The  TSSC 
therefore  recommends  that  legislation 
be  developed  by  the  Interagency  Toxic 
Substances  Data  Committee  in 
consultation  with  affected  agencies  that 
allows  public  access  to  confidential  data 
on  a  “good  cause’’  public  interest 
standard.  The  legislation  should  include 
security  precautions,  sanctions  for 
unauthorized  further  disclosures,  and 
notice  to  the  data  submitter.  TS^ 
further  recommends  that  agencies 
release  detailed  summaries  where  they 
do  not  have  authority  to  release  the  data 
itself. 
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•  Disclosing  confidential  information 
in  administrative  proceedings.  The 
extent  to  which  confidential  information 
used  in  otherwise  open  administrative 
adjudications  or  rulemaking  proceedings 
is  disclosed  to  the  parties  or  the  public 
is  generally  left  to  agency  discretion. 

The  TSSC  recommends,  in  order  to 
ensure  effective  public  participation  in 
proceedings  and  to  allow  full 
explanation  of  agency  decisions,  that 
agencies  develop  uniform  policies  to 
provide  for  disclosure,  without 
breaching  confidentiality,  as  for 
example,  by  releasing  of  "sanitized" 
versions  of  data  when  possible.  Since 
sanitizing  data  is  not  always  possible, 
the  Interagency  Toxic  Substances  Data 
Committee  should  propose  legislation 
that  provides  for  disclosures  on  a  good- 
cause  public  interest  basis  in  a 
proceeding,  and  for  enforceable 
sanctions  against  unauthorized  further 
disclosures. 

Research  Activities  That  Support 
Regulation  (Chapter  IV) 

Toxic  substances  regulation  cannot  be 
undertaken  in  a  vacuum.  Regulatory 
decisions  to  control  toxic  substances 
should  be  based  on  facts  and  figures  as 
to  potential  harmful  effects  on  human 
health  or  the  environment,  on  the  extent 
of  the  population  at  risk,  on  the 
availability  and  effectiveness  of  control 
alternatives,  on  modes  of  transmission 
and  interactions  in  the  evironment.  Yet 
obtaining  all  the  data  needed  to  regulate 
toxic  substances  in  the  U.S.  is  a 
mammoth  task.  It  is  not  yet  known  even 
how  many  of  the  tens  of  thousands  of 
chemicals  in  commerical  use  pose  toxic 
hazards,  much  less  in  what  amounts  and 
under  what  circumstances.  Testing  for 
toxicity  is  a  lengthy  and  expensive 
process  and  requires  trained  personnel. 
Thus  the  information  available  on 
chemicals  whose  effects  are  in  question 
is  often  fragmentary  and  incomplete. 

Given  the  limitations  on  government 
resources  and  the  fact  that  it  is  industry 
which  is  introducing  most  new  chemical 
substances  into  use,  much  of  the 
scientiHc  and  technical  information  used 
in  agency  decisionmaking  today  is 
industry  generated.  Only  a  small  portion 
is  produced  through  government 
research,  testing  or  monitoring 
programs.  It  is  thus  critical  that  the 
government  use  what  research 
capabilities  it  has  as  effectively  and 
efficiently  as  possible.  Its  resources  are 
needed  both  to  assess  hazards  about 
which  little  data  are  available 
anywhere,  and  to  assess  the  adequacy 
and  accuracy  of  industry-generated 
data,  and  supplement  it  where 
necessary. 


The  TSSC  surveyed  federal  toxic 
substances  research,  testing,  and 
monitoring  programs  to  determine  their 
scope,  means  of  coordination  and 
exchange  of  information,  and  methods 
of  evaluation  and  to  identify  research 
areas  needing  increased  emphasis  or 
more  scientific  or  technical  personnel. 
TSSC’s  overall  concern  was  whether 
research  activities  adequately  support 
regulation  and  whether  they  are  well 
coordinated. 

In  addition  to  its  own  survey,  which 
was  led  by  the  National  Science 
Foundation,  the  TSSC  reviewed  efforts 
to  coordinate  research  planning  in  the 
IRLG,  the  National  Toxicology  Program 
(NTP),  the  Task  Force  on  Environmental 
Cancer  and  Heart  and  Lung  Disease,  the 
Interagency  Testing  Committee,  and  the 
Interagency  Task  Force  on  Data  and 
Monitoring. 

The  TSSC  found  that  some  37  federal 
agencies  conduct  or  support  toxic- 
related  research,  with  budget 
obligations  totaling  more  than  $640 
million  in  FY 1977.  They  are  sponsoring 
research  on  dispersion  of  toxic 
chemicals  in  the  environment,  human 
exposures  and  effects,  mechanisms  of 
actions,  aquatic  ecological  effects, 
terrestrial  ecological  effects,  control 
technologies,  combined  programs,  and 
miscellaneous  other  subjects. 

These  agencies  were  found  to  face 
problems  of  shortages  of  qualified 
scientific  and  technical  personnel,  and 
of  resources  to  undertake  long-term 
research.  Long-term  research  usually 
requires  3-5  years  or  more  to  evaluate 
serious  issues  or  hazards.  Available 
resources  are  often  taken  up  by  the  need 
to  make  regulatoiy  decisions  in  the  face 
of  emergencies  or  newdy  discovered 
problems. 

Other  problems  with  federal  research 
efforts  include  the  difficulties  of 
coodinating  research  planning  among 
the  many  regulatory  and  research 
agencies,  the  lack  of  centralized 
information  describing  all  research 
projects  in  progress,  and  the  need  to 
ensure  scientific  quality. 

The  TSSC  recommends  that  the 
current  high  level  of  commitment  to 
research,  monitoring,  and  testing  be 
continued.  However,  five  topics  should 
be  given  increased  emphasis  in  the  FY 
1981  and  subsequent  budgets;  terrestrial 
ecology,  social  and  economic  impacts  of 
toxic  substances  and  their  regulation, 
epidemiology,  toxicology,  and  control 
technology. 

The  agencies  responsible  for  toxic 
substances  regulation  should  develop 
proposals  for  building  and  sharing  the 
scientific  and  technical  capabilities 
needed  to  evaluate  information 


adequately  that  is  used  in  regulation. 
They  should  also  explore  the  need  for 
additional  legislative  authority  to 
conduct  research  or  technical  activities. 

The  TSSC  found  no  compelling  need 
at  this  time  for  an  overall  toxic 
substances  research  coordinating 
committee.  Rather,  the  IRLG  agencies 
and  the  National  Toxicology  Program 
(NTP)  should  continue  their 
coordination  efforts,  and  the  NTP  should 
consider  adding  new  areas  of  toxic 
substances  research  and  testing  to  its 
program.  The  TSSC  further  recommends 
that  agencies  supporting  toxic 
substances  research  submit  timely  and 
complete  information  on  their  research 
projects  to  the  Smithsonian  Science 
Information  Exchange  or  its  successor, 
and  that  the  IRLG  encourage 
interagency  sharing  of  peer  review 
mechanisms  and  resources.  In  order  to 
overcome  personnel  shortages,  the  TSSC 
recommends  that  EPA,  the  National 
Institute  for  Environmental  Health 
Sciences,  and  the  National  Institute  for 
Occupational  Safety  and  Health  develop 
proposals  within  12  months  for  a  federal 
retraining  and  education  program  in 
environmental  health  and 
environmental  pollution  control 
technology. 

Response  to  Chemical  Emergencies 
(Chapter  V) 

Spills  and  other  incidents  involving 
release  of  hazardous  substances  create 
serious  health  and  environmental 
emergencies.  Many  such  spills  require 
an  extremely  fast  response  as  for 
example,  the  derailment  of  a  railroad 
car  carrying  toxic  gas  which  has 
escaped.  Decisions  must  be  made 
accurately  and  rapidly  on  the  nature  of 
the  problem  and  how  to  insure  effective 
containment,  clean-up  and  disposal,  and 
monitoring  of  long-term  effects.  Other 
releases  involve  the  gradual 
accumulation  of  toxic  substances  and 
unless  abated,  become  emergencies  with 
the  passage  of  time,  for  example  the 
leaching  of  toxic  wastes  from  hazardous 
waste  disposal  sites.  Although  the  exact 
number  of  spills  is  unknown,  estimates 
prepared  for  EPA  for  all  non-oil 
chemicals  project  an  annual  average  of 
2,216  spills  in  excess  of  100  gallons  each 
year  from  1978,  through  1982. 

The  Nation  is  not  currently  organized 
to  deal  effectively  with  all  such 
emergencies.  The  private  sector  is 
primarily  responsible  under  law  for 
cleanup  of  hazardous  substances  spills 
and  releases.  Many  large  chemical 
companies  and  transporters  are 
organized  to  respond  to  emergencies. 
However,  many  smaller  manufacturers 
and  transporters  are  not. 
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When  industry  fails  to  clean  up  a  spill, 
the  Government  must  take  over.  Most 
State  and  local  emergency  response 
plans  and  funds  for  paying  for  clean-up 
are  inadequate.  The  Federal  EPA  and 
U.S.  Coast  Guard  have  the  authority  and 
capability  to  send  in  expert  response 
teams,  track  down  perpetrators,  offer 
technical  assistance  and  organize  a 
cleanup.  However,  Federal  efforts  to 
respond  to  these  emergencies  have  been 
hampered  by  overlapping  authorities,  by 
disputes  over  what  and  how  substances 
should  be  designated  hazardous  for 
purposes  of  extending  this  kind  of  aid 
and  by  the  absence  of  contingency  funds 
for  spills  on  land. 

The  Government  also  does  not  have 
adequate  funds  or  mechanisms  for 
providing  relief  or  compensation  to 
victims  of  a  spill  or  for  cleanup  of 
abandoned  waste  sites. 

The  TSSC  established  a 
Subcommittee  on  Chemical  Emergencies 
to  look  into  these  problems.  The 
Subcommittee  worked  closely  with  the 
EPA  Task  Force  on  Environmental 
Emergencies,  which  during  the  same 
period  was  examining  EPA’s  ability  to 
respond  to  such  situations.  The  TSSC 
found  that  private  and  Government 
ability  to  respond  to  spills  could  be 
improved  through  better  contingency 
planning,  through  better  response 
procedures,  and  through  establishment 
of  contingency  funds.  The  TSSC 
recommendations  are  as  follows: 

•  Contingency  PlanrAng.  Ihe  National 
Contingency  Plan  coordinates  all 
Federal  efforts  in  the  event  of  a  spill  of 
oil  or  a  designated  hazardous  substance 
in  navigable  water.  The  TSSC 
recommends  that  this  be  expanded  to 
cover  environmental  emergencies  on 
land  as  well.  In  addition,  provisions 
should  be  added  regarding  follow-up  on 
environmental  and  health  damages,  both 
acute  and  chronic.  The  TSSC  further 
recommends  that  EPA  and  DOT  develop 
guidelines  for  Slate  contingency 
planning:  and  that  EPA  and  the  Coast 
Guard  develop  guidelines  for  industry 
plans  for  responding  to  spills,  accidents 
and  other  releases. 

•  Federal  Response.  The  TSSC 
recommends  that  EPA  and  DOT 
regularize  and  make  uniform  their 
requirements  for  reporting  of  spills:  that 
a  single  source  of  timely,  accurate, 
uniform,  and  complete  information  on  a 
substance  be  established  within  the 
Chemical  Substances  Information 
Network  (CSIN)  for  use  in  emergencies: 
that  EPA  with  other  agencies  develop  a 
plan  for  doing  quick  assessments  for 
substances  not  adequately  covered  by 
the  system  above:  and  that  EPA  develop 


standards  for  cleanup  and  site 
restoration  in  the  event  of  a  spill. 

•  Superfund  Legislation.  The  TSSC 
recommends  adoption  of  the  proposed 
Oil,  Hazardous  Substances,  and 
Hazardous  Waste  Response,  Liability 
and  Compensation  Act  to  provide 
contingency  funds  for  the  Federal 
Government  to  respond  to  and  clean  up 
inactive  hazardous  waste  disposal  sites 
and  spills,  whether  on  land  or  v/ater, 
and  provide  some  compensation  to 
victims  for  economic  losses. 

•  Training.  EPA  and  the  Coast  Guard 
should  combine  their  training  efforts  and 
give  a  single  Federal  training  course  to 
State  environmental  officials  who  will 
direct  emergency  responses.  In  addition, 
EPA  and  DOT  should  work  with  the 
National  Fire  Prevention  and  Control 
Academy  to  provide  special  training  to 
firefighters  in  handling  of  hazardous 
substances. 

•  Prevention.  The  TSSC  recommends 
that  EPA  and  the  Department  of  Justice 
should  continue  their  efforts  under 
relevant  laws  to  require  cleanup  of  spills 
by  responsible  parties.  They  should  also 

.consider  and  make  recommendations  for 
improving  the  cost  recovery  mechanisms 
authorized  by  Section  311  of  the  Clean 
Water  Act.  EPA,  DOT,  and  the  Small 
Business  Administration  should  explore 
the  feasibility  of  establishing  tax  or 
other  incentives  for  small  companies  to 
improve  their  capabilities  for  responding 
to  emergencies. 

Regulatory  Programs  and  Their 
Coordination  (Chapter  VI) 

Over  tw'o  dozen  laws,  sume  of  them 
overlapping,  grant  authority  for  federal 
regulation  of  toxic  chemicais. 

The  multiplicity  of  approaches 
resulting  from  the  variety  of  statutory 
requirements  has  positive  effects.  It 
reflects  real  differences  in  the  types  of 
toxic  substances  problems  and  their  . 
solutions.  However,  coordination  is 
essential  in  order  to  ensure  consistency 
of  regulatory  actions,  efficient  use  of 
public  and  private  resources,  and 
attention  to  the  most  significant 
hazards. 

On  the  whole,  the  TSSC  found  this 
legislative  authority  to  be  adequate,  but 
in  two  areas  it  requires  strengthening: 
authority  for  uniform  liability  and 
compensation  for  hazardous  substances 
pollution  damages,  including  those  from 
abandoned  waste  sites  (see  Chapter  V), 
and  coverage  of  cosmetics,  which  is 
currently  less  comprehensive  than  for 
food,  drugs,  and  other  chemical 
substances. 

Cosmetic  manufacturers  are  not 
required  to  inform  the  Food  and  Drug 
Administration  about  product 


ingredients,  results  of  any  prior  testing, 
or  any  adverse  reactions  reported.  Some 
manufacturers  volunteer  the 
information,  but  with  limited  access  to 
complete  information,  the  burden  of 
proof  is  on  the  government  to  show  that 
a  cosmetic  may  be  injurious  as  used  or 
that  its  labeling  may  be  false  or 
misleading.  Without  either  the 
information  or  the  authority  to  compel 
manufacturers  to  provide  jt,  the 
determination  of  risk  and  the  ability  to 
take  regulatory  action  are  severely 
limited. 

Despite  the  statutes  and  their 
authorities,  regulatory  resources  are 
limited  compared  to  the  job  to  be  done. 
Progress  has  been  slow  in  setting 
standards  and  in  fulfilling  other 
statutory  mandates.  The  Environmental 
Protection  Agency  and  the  Occupational 
Safety  and  Health  Administration  have 
set  standards  for  only  a  handful  of  air, 
water,  workplace,  and  drinking  water 
pollutants  over  the  last  decade.  The 
regulatory  response  often  seems  like  a 
“chemical  of  the  week”  approach  rather 
than  a  planned  strategy.  Regulation  of 
toxic  chemicals  will  continue  to  be  slow 
and  somewhat  ad  hoc  because  of 
constraints  of  scientific  knowledge, 
resources,  and  complexity  of  the  social, 
economic,  political,  legal,  scientific,  and 
technical  factors  to  be  considered. 

The  regulatory  agencies  are  taking 
steps  to  speed  the  regulatory  process 
and  to  achieve  consistency  and 
coordination  among  programs. 

Individual  agencies  are  making  use  of 
“generic"  policies  or  regulations,  i.e., 
they  are  covering  similar  hazards  at 
once  instead  of  individually,  in  order  to 
simplify  and  shorten  regulatory 
proceedings.  Collectively,  the  regulatory 
agencies  are  cooperating  through  the 
Interagency  Regulatory  Liaison  Group  ® 
in  the  development  of  compatible 
approaches  to  screening,  testing,  and 
risk  assessment,  in  the  development  of 
regulatory  standards,  compliance  and 
enforcement,  and  in  the  use  of  field 
personnel  and  facilities. 

A  shortcoming  in  federal  regulation  is 
the  failure  to  develop  new  approaches 
to  the  costs  and  benefits  of  regulation. 
Many  of  the  laws  and  agency  policies 
regarding  toxic  chemicals  regulation 
calls  for  some  consideration  of  these 
factors;  for  some  hazards  the  laws 
require  adequate  protection  of  human 
health  “to  the  extent  feasible.”  Some 
agencies  use  cost-benefit  analysis  as 
one  of  several  tools  in  making  decisions; 
others  corisider  present  methods  and 
data  bases  too  limited  to  do  so. 


•The  IRLG  is  composed  of  EPA.  OSHA.  CPSC, 
and  the  Food  Safety  and  Quality  Service  of  the 
Department  of  Agriculture. 
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The  benefits  of  regulation — pain  not 
suffered,  lives  not  lost — are  especially 
difficult  to  quantify.  Another  practical 
difficulty  is  how  to  handle  uncertain  but 
suggestive  evidence  of  harmful  effects  of 
substances.  Further,  benefits  may  be 
underestimated  if  the  total  costs  of 
regulating  a  substance  are  compared  to 
only  the  one  hazard  that  is  the  subject  of 
the  particular  regulation,  rather  than  to 
the  effects  from  the  chemical's  entire  life 
cycle. 

Costs  are  also  difficult  to  estimate. 
They  may  be  over-estimated  if  long  run 
adjustments  in  the  economy  are  not 
considered — such  as  substituting  less 
risky  substances  for  the  one  being 
regulated.  On  the  other  hand,  they  may 
be  underestimated  if  possible  adverse 
effects  of  alternative  substances  are  not 
anticipated,  or  if  the  indirect  costs 
associated  with  disruption  to  the 
industry  are  ignored. 

Despite  inherent  limitations  of  cost- 
benefit  analysis  in  general  and  the 
errors  and  omissions  that  are  frequently 
made  when  cost-benefit  analysis  is 
applied  to  toxic  substances  regulation, 
improvements  in  analytical  methods  will 
help  the  agencies  to  select  consistent 
and  cost  effective  ways  to  reduce 
risks — i.e.,  to  achieve  the  greatest  . 
protection  of  human  health  and  the 
environment  that  is  possible  with 
available  resources. 

Recognizing  that  coordination  of  toxic 
substances  programs  is  necessary  to 
make  efficient  use  of  available 
resources,  the  TSSC  recommends  that 
the  IRLG  agencies  identify  the  stage  and 
aspects  of  the  regulatory  process  for 
which  closer  coordination  would  be 
desirable  and  most  cost  effective. 
Certain  present  IRLG  activities  should 
be  continued  and  expanded:  developing 
regulations  for  selected  chemicals  of 
common  interest;  defining  new  research 
initiatives;  developing  common 
approaches  to  risk  assessment; 
developing  compatible  testing  standards 
and  guidelines;  and  encouraging 
interaction  among  the  agencies  at  the 
Federal,  State,  and  local  levels.  Further, 
if  the  regulatory  agencies  are  to  respond 
fully  to  the  legislative  mandate  and 
public  health  problems  posed  by  toxic 
chemicals,  their  resources  must  be 
enhanced. 

The  Regulatory  Council  in  close 
cooperation  with  the  agencies,  is  asked 
to  undertake  a  major  effort  to  improve 
methods  for  estimating  costs  and 
benefits  of  regulation  and  for  evaluating 
them.  The  TSSC  also  recommends 
increased  use  of  generic  approaches  to 
identification  and  assessment  of 
chemical  risks,  increased  funding  of 
public  participation  in  the  regulatory 


process,  and  development  of  a 
coordinated  labeling  strategy  by  the 
IRLG  agencies  together  with  the 
Department  of  Transportation. 

TSSC  also  urges  the  Administration  to 
develop  and  support  legislation  for 
strengthened  cosmetic  regulation, 
including  authority  for  the  Food  and 
Drug  Administration  to  obtain  test  data 
and  other  information  from  industry  and 
including  an  increased  inspection 
authority  for  FDA. 

Cancers  and  Carcinogens:  Prevention 
Policy  (Chapter  VII) 

Cancer  is  the  only  major  cause  of 
death  that  has  continued  to  rise  since 
1900.  It  is  now  second  only  to  heart 
disease  as  a  cause  of  death  and  is 
responsible  for  the  loss  of  400,000  lives 
each  year.  Infectious  diseases  have 
dropped  dramatically  since  the  turn  of 
the  century,  and  the  average  age  of  the 
U.S.  population  has  increased.  But  even 
after  correcting  for  age,  both  mortality 
(deaths)  rates  and  incidence  (new  cases) 
are  increasing. 

It  is  now  recognized  that 
environmental  (non-genetir)  factors 
contribute  to  the  great  majority  of 
cancer  cases  seen.  Studies  show  that 
most  cancer  cases — perhaps  as  many  as 
80  to  90  percent — are  not  just  a  legacy  of 
race  or  genetic  heritage  but  are  also  a 
function  of  cultural  and  physical 
environments  and  of  personal  habits. 
Many  now  believe  that  a  cancer  is  likely 
to  be  the  result  of  several  causative 
agents,  some  of  which  are  potentially 
preventable.  Cancers  also  appear  to  be 
multi-staged,  and  various  environmental 
factors  may  affect  different  stages  in  the 
progression  to  malignancy. 

Studying  this  group  of  diseases  and 
their  causes  is  complicated  by  the  fact 
that  typically  there  is  a  latency  period  of 
15-40  years  between  initial  exposure  to. 
the  agent(s)  that  cause  cancer  and  tlie 
clinical  appearance  of  tumors. 
Epidemiology  is  and  will  continue  to  be 
an  important  tool  in  the  study  of  human 
cancer  risks,  but  scientists  generally 
agree  that  animal  tests  are  a  valid  and 
essential  means  of  identifying  potential 
human  carcinogens.  Such  tests  provide  a 
more  rapid  and  less  e.xpensive  means  of 
identifying  these  substances  than  trying 
to  trace  an  exposed  human  population 
over  a  20  year  period.  Animal  tests  have 
suggested  that  many  substances 
previously  thought  to  be  safe  are  in  fact 
carcinogenic.  Nevertheless,  most 
substances  are  not  capable  of  causing 
cancer,  even  when  tested  at  high  doses. 

Since  passage  of  the  National  Cancer 
Act  in  1971,  the  nation’s  cancer  policy 
has  emphasized  basic  understanding  of 
the  basic  biological  and  biochemical 


bases  of  cancer;  better  methods  of 
intervention,  diagnosis  and  treatment; 
and  identification  of  environmental  and 
genetic  causes  of  cancer.  Individuals 
and  groups  are  exposed  to  potentially 
carcinogenic  substances  through  food, 
the  workplace,  consumer  products, 
tobacco  products,  drugs,  and  air  and 
water  pollutants.  Regulations  of  these 
substances  is  aimed  at  reducing  or 
eliminating  human  exposures. 

As  federal  agencies  have  begun  to 
regulate  exposure  to  carcinogens  in  the 
past  decade,  recurring  problems  have 
arisen  determining  whether  a  substance 
may  cause  cancer,  assessing  the  cancer 
risk,  establishing  regulatory  priorities, 
and  taking  regulatory  action.  Virtually 
all  aspects  of  cancer  prevention  policy 
have  been  extensively  examined  within 
the  federal  government  since  formation 
of  the  TSSC,  through  the  policies  and 
procedures  of  EPA,  OSHA,  CPSC.  the 
IRLG  Risk  Assessment  Work  Group  and 
others. 

Publication  by  the  IRLG  agencies  of 
the  scientific  bases  for  identification  of 
potential  carcinogens  and  estimation  of 
risk  is  an  important  step  in  achieving 
consistent  agency  policies. 

Underlying  regulatory  decisions  on 
potential  carcinogens  and  the  agency 
policies  are  principles  basic  to  the 
identification  of  potential  human 
carcinogens: 

•  Properly  qualified  animal  tests  are 
accepted  as  valid  ways  to  identify 
chemical  substances  that  may  cause 
cancer  in  humans.  Experimental 
animals,  such  as  mice,  rats  and 
hamsters,  are  appropriate  test  species 
and  have  been  used  extensively  since 
the  1930s.  In  all  but  one  or  two  cases, 
chemicals  that  are  known  to  cause 
cancer  in  humans  have  also  been  found 
to  cause  cancer  in  small  rodents. 
Several  substances  first  identified  as 
causing  cancer  in  rodents  have  later 
been  confirmed  as  carcinogenic  in 
humans. 

•  Established  test  protocols,  which 
include  administration  of  high  test 
doses,  are  appropriate  and  valid 
methods  for  identifying  potential 
carcinogens  in  humans.  The  intrinsic 
carcinogenic  character  of  a  chemical 
substance  is  independent  of  dose  level. 
High  test  doses  make  this  characteristic 
easier  to  discern. 

•  Methods  do  not  now  exist  for 
determining  a  “safe”  threshold  level  of 
exposure  to  Carcinogens.  Uncertainties 
in  the  dose-response  relationship 
between  specific  exposures  and  cancer 
risk,  unknown  factors  that  influence 
individual  susceptibility  to  cancer,  and 
unpredictable  interactions  among 
cancer-causing  agents  prevent 
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determinations  of  safe  levels  for  human 
exposure  to  a  carcinogen,  however 
small,  is  regarded  as  an  addition  to  the 
total  carcinogenic  risk. 

•  Methods  for  quantifying  the 
estimated  human  risks  from  a  given 
exposure  to  a  potential  carcinogen  can 
provide  only  approximations  of  the 
actual  risk. 

The  TSSC  recommends  that  the 
agencies  responsible  for  the  regulation 
of  potential  carcinogens  continue  to 
identify  and  evaluate  ways  to 
streamline  their  procedures.  Agencies 
should  seek  to  place  the  burden  of  proof 
on  proponents  of  use  or  exposure  to  a 
substance.  The  IRLG  agencies  should 
seek  to  adopt  generic  policies  for 
carcinogens,  and  establish  procedures 
for  taking  interim  regulatory  actions 
prior  to  the  time-consuming  process  of 
establishing  permanent  standards  and 
regulations,  wherever  possible  under 
law. 

The  TSSC  further  recommends  that 
the  IRLG  agencies,  as  well  as  the 
National  Cancer  Institute,  the  NIEHS 
and  other  agencies,  should  seek  to 
educate  the  public  about  policies  and  ' 
procedures  that  are  currently  widely 
misunderstood.  These  include  use  of 
laboratory  animal  tests  to  determine 
potential  human  carcinogenicity,  and 
the  fact  that  there  is  no  current  method 
for  determining  a  threshold  of  “safe" 
level  for  human  exposure  to  a 
carcinogen. 

International  Issues  (Chapter  VIII) 

Toxic  substances  control  problems 
affect  all  nations,  both  industrialized 
and  developing,  in  their  efforts  to 
protect  human  health  and  the 
environment.  Especially  in  view  of  the 
new  emphasis  on  prevention,  the  United 
States  and  other  industrialized  nations 
share  responsibility  to  provide 
information  and  assistance  to  less 
developed  countries  so  that  they  can 
avoid  mistakes  made  by  the 
industrialized  nations.  Even  countries 
that  may  never  become  chemical 
producers  are  often  the  unwitting 
recipients  of  hazardous  substances  and 
products  exported  by  countries  in  which 
they  are  banned  or  are  severely 
restricted. 

There  is  growing  recognition  of  the 
need  to  consider  toxic  substances  in  a 
global  context.  Because  many  toxic 
substances  cross  national  boundaries  or 
affect  the  global  commons,  they  can  be 
controlled  only  through  concerted 
■  international  action  or  similar  actions 
by  individual  nations. 

Many  governments  are  developing  or 
have  recently  enacted  laws  that  provide 
for  assessment  of  the  effects  of 


chemicals  in  commerce  and/or  at  the 
premarket  stage  and  for  their  regulation. 
These  laws  have  as  a  common  objective 
the  protection  of  human  health  and  the 
environment.  Countries  are  concerned 
that  differences  in  regulation  will  strain 
resources  (e.g.,  if  one  coxmtry  would  not 
accept  test  data  from  another  country) 
or  lead  to  barriers  to  world  trade. 
Although  absolute  uniformity  of 
regulatory  approaches  among  countries 
is  not  considered  possible  or  desirable, 
mutual  conHdence  among  nations  in 
each  other's  control  measures  is 
essential. 

Developing  international  consistency 
in  toxic  substances  control  is  not  easy, 
however.  Differences  among  countries  in 
social,  political,  economic,  cultural,  and 
technological  values  and  experience 
lead  to  differences  in  interpreting 
scientiHc  data  and  considering  the  risks 
and  benefits  of  control.  Impediments  to 
international  exchange  of  information 
are  even  greater  than  those  hindering 
exchange  among  domestic  agencies. 

With  these  difffculties  coupled  with 
the  fact  that  most  countries  are 
preoccupied  with  developing  toxic 
substances  controls  within  their  own 
boundaries,  it  would  be  tempting  to 
delay  international  efforts  until  internal 
matters  stabilize.  There  are  reasons  why 
national  and  international  strategies  are 
and  should  be  proceeding 
simultaneously:  to  develop  consistent 
approaches  before  implementation  of 
individual  national  control  programs 
will  restrict  flexibility  to  do  so,  to  begin 
early  on  the  many  complex  issues  for 
which  extensive  consultations  will  be 
required  prior  to  international 
agreement,  and  to  permit  some  early 
agreements  to  contribute  to  solutions  of 
other  problems  in  sequence. 

The  TSSC  reviewed  recent 
international  toxic  substances  activities 
and  recommends  that  the  United  States 
continue  its  vigorous  support  of  efforts 
to  achieve  consistency  among  nations  in 
the  control  of  toxic  substances. 
Consistency  is  especially  important  in 
the  areas  of  good  laboratory  practices, 
chemical  nomenclature  and  key  terms 
relating  to  toxic  substances  control,  and 
data  requirements  for  new  chemicals  in 
international  commerce.  The  Chemicals 
Program  of  the  Organization  for 
Economic  Cooperation  and 
Development  (OECD)  is  singled  out  for 
particular  support.  Additional  areas  for 
which  improved  international 
cooperation  and  information  exchange 
should  be  promoted  are  the 
identification  of  potentially  dangerous 
chemicals  and  the  development  of 
related  health  and  safety  data; 
development  of  methods  for  assessing 


risks  and  beneffts;  acquisition  of 
technical  information  on  safe 
production,  use,  and  waste  disposal;  and 
development  of  ways  to  respond 
cooperatively  to  chemical  crises.  The 
results  of  these  efforts  should  become 
the  basis  for  agreement  on  an 
international  convention  for  toxic 
substances  control. 

Additional  TSSC  recommendations 
cover  more  specific  needs:  obtaining 
international  agreement  on  notification 
between  governments  of  hazardous 
substances  exports  arid  on  uniform 
labeling  of  hazardous  substances  in 
international  commerce;  facilitating 
sharing  among  countries  of  technical 
information  relating  to  environmental 
and  health  effects  of  toxic  substances 
and  their  safe  production,  use,  and 
disposal;  obtaining  more  accurate  data 
on  the  export  and  import  of  chemicals 
regulated  or  proposed  for  regulation; 
sharing  information  and  developing 
uniform  criteria  relating  to  land  and 
ocean  disposal  of  hazardous  wastes; 
and  implementing  the  provisions  of 
Executive  Order  12114  regarding 
environmental  review  of  certain  major 
government  actions  that  have  effects 
outside  the  United  States. 
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3 . 46891 

39  CFR 

10 . 46460 

Proposed  Rules; 

10 . 47556 

111 . 47959 

40  CFR 

1 . 45131 

52 . 46273,  46465,  46845, 

47769 

65 . 46274,  46275,  47060- 

47063, 47540 

80 . 46275,  47541 

86 . 47884 

122 . 47063 

125 . 47063 

162 . 45131 


180 . 45386,  47934 

205 . 45194,  45203,  45204, 

45210, 45624 

408 . 45944 

600 . 46846 

Proposed  Rules: 

50  . 47959 

51  . 46481 

52  . 45210,  45420,  45647. 

46481 . 46482, 46892-46895, 
47350, 47557, 47559, 47777, 

47959 

60 . 47778 

65 . 47111,  47960 

81 . 45210,  45650,  44970, 

47778 

85  . 46686 

86  . 46296,  47113 

120 . 45651 

162  . 45218,  46303,  46414 

163  .  47777 

414 . 47113 

416 . 47113 

41  CFR 

101-26 . 47934 

101-36 . 47359 

Proposed  Rules; 

101-36 . 46305 

42  CFR 

21 . 46846 

53  . 45946 

57 . 45946 

90 . 45946 

100 . 45946 

122 . 47064 

Proposed  Rules: 

Ch.  I-IV . 48040 

405 . 47117 

440 . 46899 

43  CFR 

1600 . 46386 

3422 . 45946 

Proposed  Rules: 

Ch.  II . 45425 

Public  Land  Orders: 

4228  (Corrected  by 
PLO  5675) . 45133 

5675  . 45133 

5676  . 45133 

44  CFR 

64  . 45133,  45387 

65  . 45136,  45137,  45388, 

45390 

67 . 45391-45394 

Proposed  Rules: 

60 . 45652 

67 . 45225-45227,  45970- 

45972.  47560. 47568 

45  CFR 

174  . 47444 

175  . 47444 

176  . 47444 

302 . 45137 

1388 . 45947 

1968 . 47935 

Proposed  Rules: 

Subtitles  A  &  B . 48040 

46  . 47688 

64 . 45973 


161g . 45976 

640 . 46901 

1062 . 47961 

46  CFR 

Proposed  Rules; 

Ch.  1 . 47359 

221 . 46492 

47  CFR 

Ch.  1 . 47935 

1 . 45396 

31  . 47359 

33 . 47359 

42  . 47359 

43  . 47359 

73 . 45395,  45625,  45626, 

45951.47092.47936 

76 . 45951 

81 . 45396 

83 . 45396,  45627 

87 . 45627 

201  . 47772 

202  . 47772 

Proposed  Rules: 

15 . 45227 

64 . 47961 

73 . .45653,  47962-47964 

81 . 46493 

83 . 46493 

87 . 47118 

49  CFR 

Ch.  X . 46847 

1 . 47937 

173 . 47937 

571 . 46849,  46850 

393 . 47938 

609 . 47343 

1033 . 45397,  46277,  46278, 

46460, 47773 
1036 . 47541 

1245  . 45956 

1246  . 45956 

Proposed  Rules: 

127 . 47966 

171  . 47966 

172  . 47966 

173  . 47966 

174  . 47966 

175  . 47966 

176  . 47966 

177  . 47966 

571 . 45426,  47966 

1056 . 45429 

1065 . 47120  ' 

50  CFR 

18 . 45565 

20 . 46462,  47093 

32  . 45137.  46279.  46280, 

46463,  46464, 47093.  47939- 

47942 

33  .  45397,  46464 

611 . 45398,  46285 

674 . 45398,  46286 

810 . 47902 

Proposed  Rules; 

17 . 47862 

20 . 47246 

216 . 46903 

402 . 47862 

405 . .  47862 

530 . 45654 


540 . 47123 

611 . 46903.  47124 

652 . 45227 

672 . 47124 

810 . 47386 


IV 
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AGENCY  PUBLICATION  ON  ASSIGNED  DAYS  OF  THE  WEEK 

The  following  agencies  have  agreed  to  publish  an  This  is  a  voluntary  program.  (See  OFR  NOTICE 
documents  on  two  assigned  days  of  the  week  PR  32914,  August  6.  1976.) 

(Monday/Thuredey  or  Tueeday/Friday). 


Mend[^__ _ Tuesday _ _ Wedaeadiy _ Thursday _ _  _  .fdday _ 

DOT/SECRETA^* _ USDA/ASCS _ DOT/SECRETARY* _ USPAMSC^ 

DOT/COAST  GUARD  USDA/ APHIS _ _ _ DOT/(X)AST  GUARD  _ USDA/ APHIS 

DOT/FM _ USDA/FNS _ _ _ _ _ DOT/FAA _ USDA/FNS _ 

DOT/FHWA _ USDA/FSQS _ POT/FHVyA  . . .  .MSDA^SQS 

DOT/ FRA _ USDA/REA _ POJ/iiRA _ USDA/REA 

DOT/NHTSA _ MSPB/OPM _ _ _ _ _ DOT/NHTSA _ MSPB/OPM 

DOT/RSF^A _ labor _  _ _ POT/RSPA _ J-ABOR  _ 

DPT/SLS_ _ .HEVy/FDA _ DOT/SLS _ HEW/FDA  _ 

DOT/UMTA _ .PPI/yMTA_ .  '  _ 

CSA _ CSA _ 


Documents  normally  scheduled  for  publication  on  Comments  on  this  program  are  still  invited.  *NOTE:  As  of  July  2,  1979,  all  agencies  in 

a  day  that  will  be  a  Federal  holiday  will  be  Comments  should  be  submitted  to  the  the  Department  of  Transportation,  will  pubi 

published  the  next  work  day  following  the  Day-of-the-Week  Program  Coordinator.  Office  of  on  the  Monday/Thursday  schedule, 

holiday.  the  Federal  Register.  National  Archives  and 

Records  Service,  General  Services  Administration. 

Washington,  D.C.  20408 


REMINDERS 


The  items  in  this  list  were  editorially  compiled  as  an  aid  to  Federal 
Register  users.  Inclusion  or  exclusion  from  this  list  has  no  legal 
significance.  Since  this  list  is  intended  as  a  reminder,  it  does  not 
include  effective  dates  that  occur  within  14  days  of  publication. 

Rules  Going  Into  Effect  Today 

ENVIRONMENTAL  PROTECTION  AGENCY 
41429  7-17-79  /  Approval  and  Revision  of  the  Penn. 

Implementation  Plan 

List  of  Public  Laws 

Last  Listing  August  13, 1979 

This  is  a  continuing  listing  of  public  bills  from  the  current  session  of 
Congress  which  have  become  Federal  laws.  The  text  of  laws  is  not 
published  in  the  Federal  Register  but  may  be  ordered  in  individual 
pamphlet  form  (referred  to  as  “slip  laws")  from  the  Superintendent 
of  Documents.  U.S.  Government  Printing  Office.  Washington,  D.C. 
20402  (telephone  202-275-3030). 

H.R.  4476  /  Pub.  L.  96-49  “Higher  Education  Technical 

Amendments  of  1979"  (Aug.  13,  1979;  93  Stat.  351)  Price: 
$.75 

H.J.  Res.  19  /  Pub.  L.  96-50  “National  Lupus  Week"  (Aug.  13. 

1979;  93  Stat.  356)  Price:  $.75 

H.J.  Res.  209  /  Pub.  L  96-51  “National  Diabetes  Week"  (Aug.  13, 
1979;  93  Stat.  357)  Price:  $.75 

S.  1318  /  Pub.  L  96-52  To  amend  title  13  of  the  United  States  Code 
to  provide  a  limited  exemption  to  the  Bureau  of  the  Census 
from  the  provisions  of  section  322  of  the  Act  of  June  30, 
1932.  (Aug.  13. 1979;  93  Stat.  358)  Price:  $.75 


JiLst  Released 


CODE  OF  FEDERAL  REGULATIONS 

(Revised  as  of  January  1, 1979) 

Quantity  Volume  Price  Amount 

_ Title  7— Agriculture  $4.50  $ _ 

(Parts  1120  to  1199) 


[A  Cumulative  checklist  of  CFR  issuances  for  1978  appears  in  the  first  issue 
of  the  Federal  Register  each  month  under  Title  1.  In  addition,  a  checklist 
of  current  CFR  volumes,  comprising  a  complete  CFR  set,  appears  each 
month  in  the  LSA  (List  of  CFR  Sections  Affected}^ 


PLEASE  DO  NOT  DETACH 


HAIL  OR3ER  FORM  To: 

Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C.  20  i02 

Enclosed  fnd  $ .  (check  or  money  order)  or  chiirge  to  my  Deposit  Accosmt  No . 

Please  send  me . copies  of: 

PLEASE  FILL  IN  MAILING  LABEL  . * . . . 

BELOW  Street  address _ _ _ 

City  and  State _  ZIP  Code _ 


FOR  USE  OF  S  JPT.  DOCS. 

- Enclosed _ 

To  be  mailed 
_ later _ 

- Subscription _ 

Refund _ 

Postage _ _ _ 

Foreign  Handling _ 


FOR  PROMPT  SHIPMENT.  PLEASE  PRINT  OR  TYPE  ADDRESS  ON  LABEL  BELOW.  INCLUDING  YOUR  ZIP  CODE 


SUPERINTENDENT  OF  DOCUMENTS 
U.S.  GOVERNMENT  PRINTING  OFFICE 
WASHINGTON,  D.C.  20402 

OFFICIAL  BUSINESS 


POSTAGE  AND  FEES  PAID 
U.S.  GOVERNMENT  PRINTING  OFFICE 
375 

SPECIAL  FOURTH -CLASS  RATE 
BOOK 


Name  _ _ _ _ _ _ 

Street  addreu _ _ _ ..... _ _ _ 

City  and  State  - _ --  .....  . . . . . .  ZIP  Code  .. 


